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DETAILED ACTION 
Response to Arguments 

Applicant's amendments to claims 1-9 and 12-13 are hereby acknowledged and 
considered moot in view of the new grounds of rejection. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale In this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 3-4. 6-8 and 12-13 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Woo et al. (US Patent 6,039.981), 

Woo et al. teach oral compositions comprised of itraconazole and an acidifying 
agent (phosphoric acid; Col. 2. lines 17-20), an amphiphilic additive (propylene glycol; 
Col. 2, lines 59-64), a surfactant (polyoxyethylene-sorbitan-fatty acid esters; Col. 2, lines 
48-50) and an oil (polyoxyethylene glycolated natural or hydrogenated vegetable oils; 
Col. 2, lines 44-47) all meeting the limitations of claims 1 , 6, 7, 8. Because the 
composition of the prior art and the composition of the present claims are comprised of 
the same components, it is inherent that they share the same physical properties, such 
as viscosity and self-microemulsifying capability of claims 3 and 4. A chemical 
composition and its properties are inseparable. Tiierefore, if tlie prior art teaclies the 
identical chemical structure, the properties applicant discloses and/or claims are 
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necessarily present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 
1990). 

It is respectfully pointed out that instant claims 12-13 are product-by-process 
limitations. Even though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself. The patentability 
of a product does not depend on its method of production. If the product in the product- 
by-process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process. In re 
Thorpe, 777 F.2d 695. 698, 227 USPQ 964, 966 (Fed Cir. 1985), See MPEP 21 13. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 , 6, and 7 rejected under 35 U.S.C. 102(b) as being anticipated by Baert 
etal. (WO 97/44014). 

Baert et al. teach a glassy and highly viscous pharmaceutical composition 
comprising of itraconazole, an amphiphilic additive (e.g., propylene glycol), a surfactant 
(e.g., hydroxymethylcellulose (HPMC) and an oil (e.g., hydrogenated vegetable oil; Pg. 
5, lines 4-17; Pg. 12, lines 25-37 - Pg. 13, lines 1-4). Baert also teaches that 
itraconazole comprises the free base form and pharmaceutically acceptable addition 
salts formed by reaction with appropriate acids such as hydrochloric acid and 
phosphoric acid (Pg. 1, lines 34-38 - Pg. 2, lines 1-4). 
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Claim Rejections - 35 USC § 103 

The following is a quotation pf 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this^title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-9 and 12-13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Baert et al. (WO 97/44014) in view of Lee et al. (US Pg-Pub 2004/0248901 ). 

Baert et al. teach a pharmaceutical composition as discussed above. Baert 
teach that the composition discussed above can be administered in tablet form for 
immediate release of itraconazole when orally administered (encompassing claim 4; Pg. 
10, lines 23-29) and at any time of the day independently of when food is taken in 
(encompassing claim 2; Pg. 3, lines 9-13), so that the bioavailability of the drug in fasted 
and fed states is comparable (Pg. 3, lines 33-34). Such a teaching renders the 
bioavailability ratio before and after food ingestion at 0.8 or higher (of claim 2) obvious 
because the comparable bioavailability in fasted and fed states can be construed as a 
ratio of 1:1. 

Baert et al. does not teach the viscosity of the composition or the ratios of each 
component comprising the composition, and tocopherol as an oil used in the 
composition. 

Lee et al. teach similar viscous compositions comprised of itraconazole 
(paragraph 0025). The composition is further comprised of tocopherol (meeting the 
limitation of claim 9; paragraph 0031 ). The similar composition is comprised of a 
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surfactant (polyoxyethylene sorbitan monostearate; paragraph 0027) and an amphiphilic 
(transcutol; paragraph 0029). 

Furthermore, it is obvious to vary and/or optimize the amount of itraconazole 
provided in the composition, according to the guidance provided by Baert et al., to 
provide a composition having the desired properties such as the desired viscosity, 
desired ratios of itraconazole and acidifying agent, amphiphilic, surfactant and oil. It is 
noted that "[W]here the general conditions of a claim are disclosed in the prior art, it is 
not inventive to discover the optimum or workable ranges by routine experimentation." 
In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

Accordingly, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to combine the teachings of Baert et al., which teaches 
a pharmaceutical composition comprising itraconazole, an acidifying agent (e.g. 
hydrochloric or phosphoric acid), an amphiphilic additive (e.g. propylene glycol), a 
surfactant and an oil (e.g., hydrogenated vegetable oil), and also a dosage form in 
which the bioavailability of itraconazole in the fasted and fed state in a mammal is 
comparable, with the teachings of Leel et al. who teach that an oil such as tocopherol 
can be used in such a composition. It would have been further obvious to vary and/or 
optimize the amount of itraconazole to achieve the desired viscosity and ratios of 
itraconazole to other ingredients in the composition. Accordingly, one having ordinary 
skill in the art at the time the invention was made would have been motivated to utilize 
the composition of Baert et al. and utilize tocopherol of Lee et al. and adjust the ratios of 



Application/Control Number: 10/660.859 Page 6 

Art Unit: 1617 

itraconazole, acidifying agent, ampliiphilic additive, surfactant, and oil in an effort to 
obtain a more viscous composition witli an increased bioavailability. 

It is. respectfully pointed out that instant claims 12-13 are product-by-process 
limitations. Even though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself. The patentability 
of a product does not depend on its method of production. If the product in the product- 
by-process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process. In re 
Thorpe, 777 F.2d 695, 698. 227 USPQ 964, 966 (Fed Cir. 1985). See MPEP 21 13. 

Conclusion 

No claims are allowed. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is 571-272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Renee Claytor ^ 
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